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DETAILED ACTION 

1 . This office action is responsive to the amendment filed on 10/14/2008. As 
directed by the amendment: claims 1, 3, 10-15, 18, 21-25, and 31 have been amended. 
Thus, claims 1-26 and 31 are presently pending in this application. 

Response to Arguments 

2. Applicant's arguments with respect to claims 1-26 and 31 have been considered 
but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

4. Claims 1-4, 9, 11-15, 17-19, and 23 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Shigezawa (US Pat 6,641,556). 

5. Re claim 1 , Shigezawa discloses a system (as seen in Fig 1 ) for heating a fluid 
for delivery into a body of a patient comprising: a fluid delivery-line (as seen in Fig 1 ) 
comprising: a tube 1 20 (Fig 1 , 3) for communicating a fluid; two thermal sensors 1 30, 
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138 (Fig 3), at least one thermal sensor positioned proximate to each end of the tube 
(as seen in Fig 3); and a heating element 146 (Fig 3, 4) positioned proximate a surface 
of the tube (as seen in Fig 4) to heat fluid within the tube, the heating element being 
controlled based on temperature data from the two or more thermal sensors to generate 
a determined heat gradient through the fluid within the tube (Col 4, Lines 44-65). 

6. Re claim 2, Shigezawa discloses a controller 1 1 6 (Fig 1 ). 

7. Re claim 3, Shigezawa discloses that the heating element is spaced apart from 
an outer surface of the tube (as seen in Fig 4). 

8. Re claim 4, Shigezawa discloses that a wall 1 32 (Fig 4) of the tube comprises a 
thermal medium for distributing heat received by the outer surface of the tube from the 
heating element (Col 4, Lines 27-29). 

9. Re claim 9, Shigezawa discloses that the heating element is surrounded by a 
thermal medium 132 (Fig 4; Col 4, Lines 27-29). 

1 0. Re claim 1 1 , Shigezawa discloses that the fluid delivery-line includes a bag spike 
positioned at one end (as seen in Fig 1). 

11. Re claim 12, Shigezawa discloses that the fluid delivery-line includes a 
transfusion needlel 22 (Fig 1 ) and a luer lock 140 (Fig 3) at one end. 

12. Re claim 1 3, Shigezawa discloses that the heating element and the two or more 
thermal sensors are in electrical contact with the controller (via electrical leads 134, 150 
in conduit 136; Fig 3). 

13. Re claim 14, Shigezawa discloses that the controller is connected to a power 
source (Col 3, Lines 21-23). 
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14. Re claim 15, Shigezawa discloses that the power source is AC power (Col 3, 
Lines 21-23). 

1 5. Re claim 1 7, Shigezawa discloses that the controller provides an electrical 
current to the heating element (Col 4, Lines 27-34 and 44-65). 

16. Re claim 1 8, Shigezawa discloses that the controller controls the temperature of 
the tube by sensing a temperature corresponding to a temperature of fluid within the 
tube and adjusting the amount of current supplied to the heating element (Col 4, Lines 
44-65). 

17. Re claim 19, Shigezawa discloses a heat element connector 134 (Fig 3) and 
thermal sensor connector 134 (Fig 3) for connecting the heat element and thermal 
sensor, respectively, to corresponding connectors on the controller. 

18. Re claim 23, Shigezawa discloses a heat-conductive member 132 (Fig 4) having 
a first portion placed adjacent an interior portion of the tube (as seen in Fig 4) and a 
second portion placed proximate the heating element (as seen in Fig 4), wherein the 
heat-conductive material transfers heat from the heating element to the interior portion 
of the tube (Col 4, Lines 27-29). 

Claim Rejections - 35 USC § 103 

1 9. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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20. Claims 5-8, 22, 24, 25, 26, and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Shigezawa in view of Swenson (US Pat 5,195,976). 

21 . Re claims 5 and 6, Shigezawa discloses all the claimed features except that the 
heating element spirally surrounds the tube. Swenson, however, teaches a Heating 
element 43 (Fig 2) that surrounds a tube 32 (Fig 2) for the purpose of heating an IV fluid 
(Col 1 1 , Lines 49-51 ). Therefore, it would have been obvious to one of ordinary skill in 
the art at the time of the invention to modify Shigezawa to include a heating element 
that spirally surrounds the tube, as taught by Swenson, for the purpose of heating an IV 
fluid (Col 11, Lines 49-51). 

22. Re claim 7 and 8, Shigezawa discloses all the claimed features except that the 
heating element comprises a plurality of heating elements circumferentially surrounding 
the tube and spaced apart from each other along a length substantially parallel to a 
length of the tube. Swenson, however, teaches a plurality of heating elements 48 (Fig 
3, 4) that circumferentially surround the tube (as seen in Fig 4), spaced apart from one 
another along a length substantially parallel to a length of tube 32 (Fig 3) for the 
purpose of heating an IV fluid (Col 6, Lines 42-48). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time of the invention to modify 
Shigezawa to include a plurality of heating elements circumferentially surrounding the 
tube, as taught by Swenson, for the purpose of heating an IV fluid (Col 6, Lines 42-48). 

23. Re claim 22, Shigezawa discloses all the claimed features except a metering 
means for determining a flow rate of fluid traversing through the tube. Swenson, 
however, teaches a metering means 22 (Fig 1B) for determining a flow rate of fluid 
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traversing through a tube 32 (Fig 1 B) for the purpose of providing precise fluid 
temperature information (Col 7, Lines 16-18). Therefore, it would have been obvious to 
one of ordinary skill in the art at the time of the invention to modify Shigezawa to include 
metering means for determining a flow rate, as taught by Swenson, for the purpose of 
providing precise fluid temperature information (Col 7, Lines 16-18). 

24. Re claims 24 and 25, Shigezawa discloses a thermal medium 132 (Fig 4) but 
does not disclose that the thermal medium is positioned between the tube and an 
insulative tube. Swenson, however, teaches a thermal medium 46 (Fig 3) positioned 
between a tube 32 (Fig 3) and an insulative tube 47 (Fig 3) for the purpose of keeping 
the IV fluid warm (Col 8, Lines 19-22). Therefore, it would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify Shigezawa to include a 
thermal medium positioned between the delivery tube and an insulative tube, as taught 
by Swenson, for the purpose of keeping the IV fluid warm (Col 8, Lines 19-22). 

25. Re claim 26, Shigezawa discloses that the thermal medium 1 32 (Fig 4) envelops 
the heating element 146 (Fig 4). 

26. Re claim 31 , Shigezawa discloses a system (as seen in Fig 1 ) for heating a fluid 
for delivery into a body of a patient comprising: a controller 1 1 6 (Fig 1 ); and a fluid 
delivery line (as seen in Fig 1 ) having a first end 1 1 4 (Fig 3) for receiving fluid from a 
fluid source 102 (Fig 1) and delivering the fluid to a destination, the fluid delivery line 
comprising: a fluid delivery tube 120 (Fig 1, 3) for communicating a fluid; two thermal 
sensors 130, 138 (Fig 3), at least one thermal sensor positioned proximate the fluid 
delivery tube (as seen in Fig 3); a heating element 146 (Fig 3, 4) positioned proximate 
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the fluid delivery tube (as seen in Fig 4), the heating element being controlled based on 
temperature data from the two or more thermal sensors to generate a determined heat 
gradient through the fluid within the tube (Col 4, Lines 44-65); and a thermal medium 
132 (Fig 4). Shigezawa does not disclose that the thermal medium is positioned 
between the fluid delivery tube and an insulative tube. Swenson, however, teaches a 
thermal medium 46 (Fig 3) positioned between a tube 32 (Fig 3) and an insulative tube 
47 (Fig 3) for the purpose of keeping the IV fluid warm (Col 8, Lines 19-22). Therefore, 
it would have been obvious to one of ordinary skill in the art at the time of the invention 
to modify Shigezawa to include a thermal medium positioned between the delivery tube 
and an insulative tube, as taught by Swenson, for the purpose of keeping the IV fluid 
warm (Col 8, Lines 19-22). 

27. Claims 10 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shigezawa in view of Lenker (US Pat 6,746,439). 

28. Re claim 10, Shigezawa discloses a thermal medium but does not disclose that 
the thermal medium comprises a fluid. Lenker, however, teaches a delivery tube 146 
(Fig 4) which has a thermal medium that comprises a fluid 1 58 (Col 7, Lines 9-1 2) for 
the purpose of transferring heat to the IV fluid (Col 7, Lines 37-40). Therefore, it would 
have been obvious to one of ordinary skill in the art at the time of the invention to modify 
Shigezawa to include a thermal medium that comprises a fluid, as taught by Lenker, for 
the purpose of transferring heat to the IV fluid (Col 7, Lines 37-40). 

29. Re claim 16, Shigezawa discloses all the claimed features except that the tube is 
sterile prior to use. Lenker, however, teaches that tube 146 (Fig 4) is sterile prior to use 
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(Col 8, Lines 54-55) for the purpose of ensuring sterile contact between the device and 
a patient (Col 8, Lines 56-59). Therefore, it would have been obvious to one of ordinary 
skill in the art at the time of the invention to modify Shigezawa to include a tube that is 
sterile prior to use, as taught by Lenker, for the purpose of ensuring sterile contact 
between the device and a patient (Col 8, Lines 54-59). 

30. Claims 20 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Shigezawa in view of Cassidy et al. (US Pat 6,1 75,688). 

31 . Re claims 20 and 21 , Shigezawa discloses all the claimed features except a 
temperature actuated valve that opens upon the temperature of a fluid within the tube 
reaching a predetermined value. Cassidy et al., however, teaches a substantially 
similar device having a temperature actuated valve 702 (Fig 13) that opens upon the 
temperature of the fluid within the tube reaching a predetermined value (Col 13, Lines 1- 
36) for the purpose of protecting a patient from inadequate flow conditions in the line 
(Col 13, Lines 33-36). Therefore, it would have been obvious to one of ordinary skill in 
the art at the time of the invention to modify Shigezawa to include a temperature 
actuated valve, as taught by Cassidy et al., for the purpose of protecting a patient from 
inadequate flow conditions in the line (Col 13, Lines 33-36). 

Conclusion 

32. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KAMI A. BOSWORTH whose telephone number is 
(571 )270-5414. The examiner can normally be reached on Monday - Thursday, 7:00 
am to 4:00 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IK. A. B./ 

Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



